Aconitum carmichaeli debeaux is an essential herbal medicine that possess anti-inflammatory, analgesic, and cardiotonic effects. Five hundred ninety-three subjects were treated with Shuchi-bushi (a powder type of this aconiti tuber that has been autoclaved) added to Kampo extract granules, between the years 1996 and 2002. The patient population consisted of 153 men and 440 women with an average age of 54. 5 years. Four patients showed adverse reactions such as hypertension, nausea and hot flashes with Shuchi-bushi. There were no serious adverse effects, and the toxic symptoms disappeared quickly by reducing the Shuchi-bushi dosage, or cessation.
Introduction
In Asian countries numerous kinds of plants have been used as food, sources for food additives, spices and traditional herbal medicines. Some examples of drugs developed from traditional herbal medicines are ephedrine from Ephedra sinica, morphine from Papaver somniferum, quinine from Cinchona, and cocaine from Erythroxylon coca, among others.
Aconiti Tuber is a representative traditional herbal medicine that has been used historically for 
Patients and Methods

Shuchi-Bushi
We use TSUMURA Shuchi-Bushi powder N ethical dispensing (Shuchi-Bushi), purchased from Tumura & Co., Japan, the powder type of Aconiti Tuber after autoclaving at temperatures up to 105 degrees celcius for 50 min. The amounts of aconitine, mesaconitine and hypaconitine of Shuchi-Bushi were 6 ug/g, 52 ug/g, and 28ug/g, respec-tively5)6).
Patients
Five hundred ninety-three subjects were treated with Shuchi-Bushi between November 1996 and October 2002. They consisted of 153 men and 440 women with an average age of 54.5+18.0 (S.D.) years (range 8-90).
We prescribed Shuchi-Bushi 6423 times. The underlying diseases of these patients are shown in Table 1. Shuchi-Bushi (range 0.5-8.0g/day) was used mainly to alleviate pain and cold constitution. Initial dosage was 0.5-1.0g/day from 1996 to 2000, after which it was increased to 2. 0 g/day. If Shuchi-Bushi at that dosage was not efficacious, we added 1.0-2.0 g/day. The combination Kampo extracts are shown in Table2. The judgment of side effects was performed at the time of every examination. All patients were directed to telephone our hospital if troubling symptoms such as palpitation, headache or dizziness occurred.
Results
Four cases reacted overly to Shuchi-Bushi. But there was no serious case such as idiopathic interstitial pneumonia due to Shosaikoto7) or refractory ventricular fibrillation due to less-processed Aconiti Tuber8)-10). The aconitine toxic symptoms disappeared quickly by reducing or ceasing Shuchi-Bushi.
Case 1 was an 81-year-old woman with osteoarthritis. While 4.0g
of Shuchi-Bushi, added to Boiogito extract, was being administered, there were no signs of adverse effects. However, from about 3 months after Shuchi-Bushi was increased to 6g, she felt the urge to vomit after each dose. This was thought to be a side-effect of Shuchi-Bushi, and it was ceased. After four months, its administration was restarted, but at 1.0g/day. There have been no adverse symptoms since. In this case, the level of 6 g/day of Shuchi-Bushi was the probable reason for the adverse effect.
Case 2 was a 65-year-old woman with rheumatoid arthritis. On the third day of taking 0.5g/day of Shuchi-Bushi added to Daibofuto extract, the patient felt the urge to vomit. At this time, her blood pressure was also elevated by 20 mmHg. She discontinued Shuchi-Bushi, and has been clear of such effects since. It is considered that the side-effects by the small dose (0.5g/day) were caused by an allergic reaction to Shuchi-Bushi, and this agent cannot be used by this patient.
Case 3 was a 60-year-old
woman with osteoarthritis. Two weeks after beginning to take 2g/day of Shuchi-Bushi added to Boiogito extract, the patient reported that she was experiencing hot flashes. Blood pressure examination then showed from 127/ 86 to 146/93 mmHg. A further two-week administration showed not change in these symptoms, and Shuchi-Bushi was stopped. Case 4 was a 45-year-old woman suffering from rheumatoid arthritis. Two weeks after beginning 2g/ day of Shuchi-Bushi added to Keishikaryojutsubuto extract, a rise in blood pressure (110/75 to 125/84 mmHg) was noted. The patient decided to discontinue the use of Shuchi-Bushi. In this case, the possibility of a side-effect of Shuchi-Bushi cannot be ruled out.
Discussion
In Japan and China, Aconiti Tuber has been used for medical purposes for centuries. However, this herbal remedy contains highly toxic alkaloids such as aconitine, mesaconitine and hypaconitine, and cases of accidental aconitine intoxications have been documented8)-10). The fatal dose for humans is thought to be 2-4 mg. For this reason, Aconiti Tuber is processed and cured before its use, with the aim of decreasing the content of toxic ingredients. In recent years, in spite of the fact that Shuchi-Bushi was being used widely in Japan, standardized directions for its usage had still not been firmly established.
Four out of 593 patients showed adverse effects such as nausea, hot flashes, and hypertension with Shuchi-Bushi, but they were not serious and resolved quickly upon reduction or cessation of Shuchi-Bushi.
One case reacted adversely with Shuchi-Bushi at 0.5g/day.
It is suggested that certain individuals might be especially sensitive to Shuchi-Bushi.
But even this case was resolved promptly upon cessation. Numbness around the lips is the usually documented adverse reaction to lessprocessed Aconiti Tuber, a side-effect that was completely absent in the present study. Of course, all clinicians should pay attention to numbness, as it can be a premonitory symptom of serious poisoning, as reported previously11)12). Between 1996 and 2000, we normally used 0.5-1.0g/day of Shuchi-Bushi initially, and if the results were unsatisfactory, we increased the dosage by amounts such as 1.0g/day. But it still took a long time to obtain a desirable effect. For this reason, we decided on an initial dosage of 2.0g/day, with incremental additions of 2.0g/day at every examination until a sufficient positive effect was obtained. Some Kampo extracts such as Hachimijiogan (Ba -Wei-Di-Huang-Wan in Chinese), Shimbuto (Zhen-Wu-Tang in Chinese) and Maobushisaishinto (Ma-Huang-Fu-Zi-Xi-Xin-Tang in Chinese) also contain Aconiti Tuber. However, as shown in Table 35 )6), the amounts of aconitine are sma1113), so we consider that Shuchi-Bushi can be added to Hachimijiogan and Shimbuto in the same manner as Kampo extracts that do not include Aconiti Tuber.
We have been instructing patients to boil Kampo prescriptions for 40-60 min when they contain Aconiti Tuber. But up to half of them tend to use a decoction from a shorter duration or boil a 2-dayamount as a shortcut, resulting in aconitine poison-ing14). Shuchi-Bushi has a lesser risk of such a result from patient neglect and unexpected accidents such as bursting of Nichrome wires during extraction procedures as reported previously11)12) The frequency of adverse reaction was rare and symptoms were slighter than expected, so from last year we sometimes used 4.0g/day of Shuchi-Bushi from the initial examination. Up to the present there has been no problem, and now 4.0g/day of Shuchi-Bushi has become usual for initial dosage, allowing us to conclude that Shuchi-Bushi is safe, and we hope that further examinations using Shuchi-Bushi will be conducted at other institutions.
